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One Substance, One Registration: a joint proposal from 
Hungary and the UK 
 
 
Background 
 
1. The European Commission’s proposals for the new system of chemical 

regulation –  REACH (Registration, Evaluation, Authorisation of Chemicals) – 
has real potential to lead to real improvements in the environment and to 
human health. For many of the chemicals currently marketed in the EU, we do 
not have the necessary information to allow adequate assessment of the 
potential risks these may pose. However, the proposal also has implications 
for the competitiveness of one of the EU’s key manufacturing sectors as well 
as the potential to affect the competitiveness of the many downstream users 
of chemicals. 

 
2. The ‘one substance, one registration’ approach will achieve an efficient and 

proportionate approach to the registration of approximately 30 000 
substances under REACH. It will pre-empt a market failure by introducing 
greater rationalisation into the way in which information is supplied by the 
large number of individual companies required to register. That in turn will 
help public authorities and the proposed new Chemicals Agency process the 
information more efficiently. With advantages both for industry and for public 
authorities, this approach will enable the new regulation to deliver the 
expected enhancement of protection of human health and the environment. 

 
3. ‘One substance, one registration’ will be: 
 

• Good for business – it will minimise overall costs and bureaucracy, 
create a level playing field and encourage transparency  

 
• Good for human health and the environment – creating consistency 

across Europe and achieving high standards in accessible 
information 

 
• Good for animal welfare – avoiding duplication of animal testing and 

maximising industry co-operation to share information already held 
by companies 

 
• Good for public acceptance – creating a regime that is seen to 

work, increasing transparency and effectiveness 
 
4. Hungary and the UK presented initial thoughts outlining how ‘one substance, 

one registration’ would work to Member States and stakeholders. This 
received support in principle from many Member States who were interested 
in further development of the proposal. The Competitiveness Council met on 
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17 May. In its conclusions it invited the UK to put forward a revised proposal 
as soon as possible.  

 
5. We welcome the constructive input from Member States and the Commission. 

We have developed the proposal further, taking into account the initial views 
expressed by Member States, the Commission and stakeholders. 

 
6. We present here our revised proposal. Annex I gives a process description 

and Annex II a summary of concerns we have dealt with in our revised 
proposal. Proposed textual amendments to the Commission proposal will be 
submitted to the Working Group by 31 July 2004, taking into account 
discussions at the July meeting.  

 
 
Introduction to the proposal 
 
7. REACH should aim to achieve ‘one substance, one registration’. As the scope 

for duplication of effort is the greatest for phase-in substances (as defined in 
Article 3 of the Commission proposal), we envisage that registration of these 
through a system of ‘one substance, one registration’ will lead to the greatest 
benefit. Equally, we consider that our proposal can be applied to non phase-in 
substances (broadly speaking substances which come on the market for the 
first time once REACH has come into force). 

 
8. In essence, the phased approach to registration will consist of: 
 

(i) A period for pre-registration for manufacturers or importers of a substance 
within a specified tonnage band. 

 
(ii) This is followed by publication of a list of substances that have been pre-
registered by the Agency. Low-volume manufacturers or importers will then 
know that a higher-volume manufacturer or importer intends to register “their” 
substance. The list may also assist potential registrants in the formation of 
categories and groups of similar substances, and provide an indication to 
downstream users of the likelihood of support for those chemicals through the 
REACH process.  

 
(iii) There is then a period for all other (i.e. lower-volume) manufacturers or 
importers of a substance on that list who possess “core” data to make 
themselves known to the Agency1. Lower-volume manufacturers or importers 
who have identified themselves as suppliers in response to the published list 
must contribute available “core” data to the Substance Information Exchange 
Forum (SIEF)2 facilitated by the Agency if necessary. They may, if they wish, 

                                            
1 “Core” date refers essentially to information about the intrinsic properties of the substance and is 
further defined in paragraph 26. 
2 See paragraph 18. 
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contribute to the discussions regarding preparation of the “core” data 
package. However, this does not mean that they have to register at the same 
time as the higher-volume manufacturers or importers. Any lower-volume 
manufacturer or importer (whether holding “core” data or not) will therefore 
have the choice of whether to register with the higher-volume manufacturers 
or importers or to take advantage of the original registration deadline for their 
specific supply tonnage. 
 
(iv) “Core” data are assembled by the Forum and a data package is submitted 
to the Agency for registration. Where concerns arise over commercial 
confidentiality, additional information can be submitted directly to the Agency 
by individual registrants i.e. this does not have to be shared with other 
participants in the Forum. 

 
9. The proposals for this are set out in the diagram below, colour coded yellow, 

blue and green to indicate high to low tonnage. This timescale is designed to 
be compatible with the Commission proposal and we consider it to be 
workable. 

 

Proposed Timeline  

1 yr 2 yr 3 yr 5 yr 6 yr 7 yr 8 yr 9 yr 10 yr 11 yr 
Substances > 1000  ton nes /yr + CMR 1+2 (> 1 tonne/yr) 
 

Formation  
of SIEF &  
publication 
of list 

Pre-registration Submission to the SIEFFormation  
of SIEF &  
publication  
of list 

Formation 
of SIEF

> 1 tonne/yr

> 100 tonnes/yr

Registration  
deadline 

4 yr 

Registration 
deadline

Registration 
deadline
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Pre-registration 
 
10. The aim of pre-registration is to enable all suppliers to be identified and 

ensure no duplication of testing to fulfil the registration requirements. To 
simplify pre-registration, less information will be required than that set out in 
Article 26 (1) of the Commission proposal. By the appropriate deadline, the 
manufacturer or importer must only provide: 
• company identification and address; 
• the name of the substance and, where applicable, the group of 

substances, including its EINECS3 and CAS4 number (if available); and 
• tonnage band of supply.  

 
11. Where one or more potential registrants feel that several related substances 

could be registered as a category, this should be indicated at the pre-
registration phase if possible.  

 
12. Pre-registration will be phased in three stages to match the three phases of 

registration5. The first phase – with a deadline of 6 months after entry into 
force of the legislation – will apply to substances manufactured or imported in 
quantities greater than 1000 tonnes per year and substances manufactured or 
imported in quantities greater than 1 tonne per year which are carcinogens, 
mutagens and toxic to reproduction category 1 or 2 (CMRs). The tonnages 
referred to are per manufacturer or importer. 

 
13. At the end of the first phase of pre-registration, the Agency will publish a list of 

substances which have been pre-registered. Only the name of the substance 
and the identifying number will be made publicly available on the list. There is 
then a period where all other potential registrants of a substance on that list 
(i.e. those supplying in quantities of 1 – 1000 tonnes) who possess “core” 
data must make themselves known to the Agency. These lower-volume 
manufacturers or importers who have identified themselves as suppliers in 
response to the published list must contribute available “core” data to the 
Substance Information Exchange Forum (SIEF) facilitated by the Agency if 
necessary.  

 
14. In the case of proposed categories, the list will alert other manufacturers or 

importers of substances that fall within the category that a potential registrant 
is intending to register that category. In addition, manufacturers or importers 
of related substances which fall outside the category would have the option to 

                                            
3 EINECS numbers are given to “existing” substances which are listed on EINECS (European 
Inventory of Existing Commercial Substances). The list defines substances deemed to be on the 
EU market between 1 January 1971 and 18 September 1981. 
4 Chemical Abstract Service (CAS) number is a generic designation given to a specific compound 
by the Chemical Abstract Service.    
5 We consider it possible to apply other processes for prioritising registration without disturbing 
the main principles of ‘one substance, one registration’. 
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make themselves known to the other potential registrant(s) with the aim of 
increasing the scope of the category to cover their substance.   

 
15. The second phase of pre-registration – with a deadline of 3 years – will apply 

to substances manufactured or imported in quantities of 100 to 1000 tonnes 
per year (where a manufacturer or importer has not yet pre-registered). At the 
end of this second phase of pre-registration, the Agency will again publish a 
list of substances which have been pre-registered. As in paragraph 13, all 
other potential registrants of a substance on that list (i.e. those supplying in 
quantities of 1 – 100 tonnes) who possess “core” data must make themselves 
known to the Agency. 

 
16. The third phase – with a deadline of 6 years – will include substances 

manufactured or imported in quantities of 1 to 100 tonnes per year (where a 
manufacturer or importer has not yet pre-registered). As this pre-registration 
phase covers all remaining manufacturers or importers of phase-in 
substances, there is no need to publish a further list. 

 
17. It should be noted that the pre-registration phase for the 1 – 100 tonnage 

band is 18 months longer than set out in Article 26 (2) of the Commission 
proposal. This will be beneficial to some manufacturers or importers of 
substances at lower volumes which will predominantly be smaller businesses. 

 
 
Substance Information Exchange Forum (SIEF) 
 
18. The Substance Information Exchange Forum (‘the Forum’) – as set out in 

Article 27 of the Commission proposal – will act as the focal point to enable 
non-confidential data to be exchanged between potential registrants 
(confidential information on supply tonnages will not be exchanged between 
members of the Forum). It will also allow holders of “core” data who for 
whatever reasons do not intend to register the substance to make that data 
available. The Agency will create a Forum for each substance which has been 
pre-registered as envisaged in the Commission proposal. All manufacturers 
or importers of a substance will have the right to join a Forum. 

 
19. Concerns have been raised about the difficulties associated with identifying 

manufacturers or importers of the “same” substance in order to create a 
Forum. We agree that this potential problem must be addressed for either the 
Commission proposal or ‘one substance, one registration’ to work effectively. 
We understand that work has been started by the Commission on developing 
IT systems to facilitate this process. The creation of the Forum will 
therefore be operated as intended by the Commission in the current 
proposal.  
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20. A working definition of what constitutes the same substance for the purpose 
of registration would facilitate this process. As a starting point, this working 
definition should be based on the EINECS reporting rules6 i.e. all substances 
consisting of at least 80% of the same component will be treated as the same 
substance for the purpose of registration. For mixtures (i.e. substances 
consisting of different components the highest of which accounts for less than 
80%), existing rules from the implementation of the current system should be 
developed further to derive a working definition. All companies who supply a 
substance which falls within this working definition would become members of 
the Forum.  

 
21. In the case of categories, guidance to assist potential registrants on the 

formation of categories will be very important and should be based on 
guidance available from the OECD7. We anticipate that the potential 
complexity of compiling a registration dossier for a category may lead to a 
need for significant advice to be provided by the Agency. In addition, it may 
be advisable to identify dossiers covering categories as a priority for 
compliance checking (as in Article 40 of the Commission proposal).   

 
22. We consider that joint working through the Forum will provide additional 

benefits in terms of quality assurance. Experience indicates that the quality of 
information submitted by companies working together tends to be higher due 
to discussion and peer-review.  

 
23. We anticipate that manufacturers or importers will be able to participate in the 

Forum either through: 
 

• direct participation in the Forum – this allows manufacturer or importers to 
work together to prepare the joint “core” package as a consortium or agree 
that one or more companies will lead in preparing the package; or 

• participation in the Forum through an independent third party (e.g. a 
consultant or trade association) – this is designed to protect the identity of 
the manufacturer or importer from the other members of the Forum. The 
third party acts on behalf of the manufacturer or importer in the Forum. 

 
24. Concerns have been raised – both in relation to the Commission proposal and 

‘one substance, one registration’ – about potential difficulties arising from 
different members of the Forum using different languages. We acknowledge 
that in some cases this may lead to difficulties in operating within the Forum. 
However, we consider that the likelihood of language difficulties occurring 
under ‘one substance, one registration’ are reduced by: 

                                            
6 Manual of Decisions for Implementation of the Sixth and Seventh Amendments to Directive 
67/548/EEC on Dangerous Substances (Directives 79/831/EEC and 92/32/EEC) (non-confidential 
version), European Chemicals Bureau. 
7 Manual for Investigation of HPV Chemicals, OECD Secretariat, December 2003. 
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• focusing on sharing on “core” hazard data rather than the more complex 
use information (e.g. the chemical safety report); 

• allowing members of the Forum the freedom to choose their operating 
language; and 

• allowing members of the Forum to be represented by a third party. 
 
25. Member States could consider a possibility for downstream users to join in 

discussions relating to registration as this may facilitate the inclusion of 
“identified uses” and, in cases where downstream users have “core” data, 
give a richer data set. 

 
 
Registration 
 
“Core” package 
 
26. Our proposal will enable the preparation of a joint “core” package (with 

appropriate cost-sharing8) for the purpose of registration. Where “core” 
information is not available, our proposal will ensure that only one test is 
undertaken to fulfil the requirements of the legislation. Testing will, therefore, 
not be duplicated. 

 
27. In line with Article 10 of the Commission proposal, “core” data refers to non-

confidential hazard information as defined in Article 9 (a) (iv) (vi) (vii) and (ix – 
where necessary). This includes: 
• summaries of the physicochemical, toxicological and ecotoxicological 

testing results (as required by Annexes V – IX of the Regulation);  
• the hazard classification and labelling of the substance; and  
• proposals for testing where required.  
 

28. Tonnages will not be aggregated for the purpose of registration. Individual 
members of the Forum only need to share the costs of data they require to 
satisfy the registration requirements for their tonnage band. For instance, a 
manufacturer or importer in the 1 – 10 tonnes per year band would not need 
to share the costs of tests required at > 1000 tonnes per year even if these 
form part of the “core” data set because of a higher tonnage manufacturer or 
importer. In the same way any use-specific (i.e. exposure driven) data 
requirements will only be placed on the manufacturers or importers which 
have indicated a need for this information to support an intended use. 

 
29. When assembling the “core” package, there will be cases where multiple data 

points (e.g. test results) exist for the same end-point (e.g. boiling point). Here 
members of the Forum shall agree which data point most accurately reflects 
the intrinsic properties of the substance. This will be identified as the “key 

                                            
8 see “cost-sharing” paragraph 40. 
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study”. We recognise that, in some exceptional cases, this may result in a 
dispute between members of the Forum over which data point (or test result) 
should be assigned as the “key study” for a particular end-point. In these 
cases, in order for members of the Forum to be able to proceed with 
registration, the disputed data points will be highlighted as “key studies” with 
an explanation as to the nature of the disagreement. This will result in 
discrepancies within the dossier which must be resolved by the authorities. It 
may, therefore, be advisable to identify these dossiers as a priority for 
compliance checking (as in Article 40 of the Commission proposal).   

 
30. We consider that this mechanism for allowing registration to proceed in cases 

of technical disputes, together with the existence of the ombudsman (see 
paragraph 45) to resolve cost-sharing issues, will ensure that ‘one substance, 
one registration’ does not prejudice the concept of “no data, no market”. 

 
31. If a “core” data point does not exist within the Forum, only one test will be 

carried out by members of the Forum. Any proposals for further testing 
required for compliance with Annexes VII and VIII will therefore indicate: 

 
(i)  which members of the Forum need the test to fulfil their registration 
requirements; and 
  
(ii)  where possible, which member of the Forum would carry out the test on 
behalf of the others should the authorities decide that this is appropriate under 
dossier evaluation.   

 
32. In some cases further testing may be required to support a specific use (i.e. 

as a result of a specific exposure scenario). It is important to note that in 
these cases, members of the Forum are only required to make known to other 
members which test they need. They do not need to exchange information 
on why the test is needed thereby not compromising the confidentiality of use 
information.   

 
33. Individual members of a Forum may hold considerably more information on a 

substance than is required for registration. The Commission proposal requires 
that this be submitted. If the information relates to the “core” data set and 
another member of the Forum requires this test to fulfil their registration 
requirements, an agreement on cost-sharing must be entered into in order to 
avoid unnecessary testing. If the test is not required by other members of the 
Forum, the registrant can submit this information directly to the Agency.  

 
34. It is important to note that joint submission of “core” data does not have to be 

done through a consortium i.e. this proposal does not involve mandatory 
consortia. Companies within the Forum will decide how this is done. We 
envisage two options: 

 



One Substance, One Registration Non-paper 

 9

• companies may act jointly within a consortium; or  
• companies may agree that one or more members of the Forum will 

assemble the package. The remaining members of the Forum will be 
bound to sign-up to the assembled package.  

 
35. We consider that the options outlined in paragraph 34 are workable and 

sufficient to address concerns over flexibility. Member States may, however, 
wish to consider the possibility of “direct” registration if a manufacturer or 
importer has no interest in co-operating with other potential registrants. In 
considering whether this option is necessary, it must be borne in mind that 
this is likely to create additional burden for the Agency and would introduce 
complexity in the system.  

 
36. “Direct” registration would only be possible where the manufacturer or 

importer has a full “core” data package which satisfies the registration 
requirements for their supply tonnage. As all “core” data must be shared, the 
Agency would make the relevant tests available for use within the Forum. For 
this to happen, the registration deadline for “direct” registration would be 
shorter than for the members of the Forum. Where more than one “core” data 
point is available in the Forum, the direct registrant would not have a say in 
discussions relating to which data point is chosen as being the key study. 

 
 
Additional information  
 
37. Companies working together to develop the “core” data set may also chose 

whether to jointly submit any additional information as required by registration. 
This includes guidance on safe use and a chemical safety report where this is 
required.  

 
38. Information relating to uses must be submitted directly to the Agency where 

there is a legitimate concern over commercial confidentiality and where 
different manufacturers or importers have different end-uses and there would, 
therefore, be no advantage gained from working together. The joint 
submission of information relating to uses (as long as the relevant registrants 
are clearly identified with the identified uses) should be encouraged in other 
cases. The development of use and exposure categories may assist in this 
respect.  

 
39. Once registered (and subject to the completeness check), each substance will 

be given a registration number. All information submitted for a given 
substance will be held by the Agency under that registration number (i.e. it 
forms part of the same registration). Each registrant will be identified with the 
parts of the dossier they have been responsible for as this will ensure 
enforceability.   
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Cost-sharing guidance 
 
40. For cost sharing to be agreed among Forum participants, guidelines must be 

developed which would sit alongside other guidance documents. Examples of 
these already exist – for instance under the ICCA HPV9 initiative – and we 
envisage these being used as a starting point.  

 
41. We continue to think that industry is best placed to develop these guidelines 

as they will ultimately be responsible for applying the cost-sharing 
arrangements. However, it will be essential that the guidance is based on 
basic principles which will ensure fair, transparent cost-sharing and protection 
for smaller businesses. These basic principles will be outlined in the 
legislation. Furthermore, it is important that the guidance is reviewed and 
accepted by Member States and the Commission. It does therefore seem 
appropriate to explore the possibility of using the Commission’s process for 
the REACH Implementation Projects (RIPs) to develop the guidance. 

 
42. One option which Member States could consider in order to reduce the 

burden on smaller businesses would be to allow those who contribute 1% or 
less to the total tonnage (by tonnage band) of those within the Forum, to be 
exempt from this cost sharing requirement (although they would still have to 
share “core” data held by them).  

 
 
Late registrants 
 
43. Late registrants (i.e. potential registrants who wish to enter the market after a 

substance has already been registered) cannot be refused the right to supply 
a substance. The potential registrant will inform the Agency of their wish to 
register a substance. If the substance has already been registered, the 
Agency will inform the potential registrant of the cost of the “core” package 
and take every reasonable step to contact the original registrant(s) in order to 
reimburse the costs. This means that, where an initial consortium was formed, 
this does not necessarily have to exist beyond the lifetime of the initial 
registration. On payment of a “fair” proportion of the original cost, the late 
registrant will be given access to the “core” data. The cost however may be 
offset if they add new information to the dossier. The late registrant will still be 
required to submit additional information (e.g. the chemical safety report) to 
the Agency for inclusion in the registration dossier.  

 

                                            
9 Through the International Council of Chemical Associations (ICCA), the chemical industry has 
undertaken to provide, as a first step, harmonised data sets on the intrinsic hazards of and initial 
hazard assessments for approximately 1,000 High-Production Volume (HPV) substances by the 
end of 2004. See http://www.cefic.org/activities/hse/mgt/hpv/hpvidescr-app2.htm 
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44. Where new “core” data are submitted by a late registrant, the Agency would 
take every reasonable step to communicate this information to existing 
registrants of the same substance. Existing registrants would then take this 
information into account and, if necessary, update their chemical safety report 
and safety data sheet. We believe that this represents an improvement on the 
Commission proposal where only the registrations of registrants who generate 
new information are updated.  

 
 
Ombudsman 
 
45. An independent “ombudsman” facility will be set up either within the Central 

Agency or externally on a contractual basis to adjudicate solely on matters 
relating to cost sharing and to ensure open access to consortia. This will 
provide a mechanism for differences to be resolved in time to comply with 
registration although the system should be geared towards ensuring that 
differences are resolved by industry without input from the ombudsman. As is 
the case with the Commission proposal, clear guidelines will be required to 
ensure that, where consortia are formed, these do not lead to anti-competitive 
practices. Time limits for disputes to be raised with the ombudsman and for 
the ombudsman to arrive at a decision will be included in the legislation. 

 
46. The ombudsman will not provide advice or a decision on technical matters 

relating to registration. Members of the Forum will be expected to obtain 
technical advice from the Agency as envisaged in the Commission proposal. 
However, as with the Commission’s proposal, the responsibility for putting 
together the registration package lies with the registrants. A procedure for 
allowing registration to proceed where there is a technical disagreement is 
given in paragraph 29.  

 
47. To make it cost effective, we propose to simplify the task of the ombudsman. 

Where cost-sharing cannot be agreed between two or more parties, each 
party will submit their case to the ombudsman with justification for their 
proposed cost-sharing arrangement. The ombudsman will then adjudicate on 
which proposal is the fairest and will not attempt to find a compromise. In this 
way, we anticipate that, in most cases, parties will reach a common ground 
before reverting to the ombudsman in their attempt to derive a “fair” proposal 
for cost-sharing.  

 
48. Experience with a similar facility attached to the US EPA’s TSCA10 

programme for chemical management has indicated that their ombudsman 
has never been used.   

 
 

                                            
10 Toxic Substances Control Act 
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Impact on evaluation 
 
49. We consider that the tasks assigned to the authorities as set out in Articles 38 

– 43 of the Commission proposal relating to “dossier” evaluation will still be 
relevant under ‘one substance, one registration’. These are: 

• mandatory examination of testing proposals submitted to satisfy the 
requirements of Annexes VII and VIII; and 

• voluntary compliance checking of any registration to verify the quality of 
the information submitted for the purpose of registration. 

 
50. ‘One substance, one registration’ will lead to a decrease in the resources 

required by the authorities to perform these tasks as: 
• fewer testing proposals will be submitted as these will be based on what is 

required per substance rather than per individual manufacturer or 
importer; 

• fewer compliance checks will be required as fewer registration dossiers 
will be submitted; and 

• the quality of information submitted should increase through joint working. 
 
51. We consider that the task assigned to the authorities (as set-out in Articles 

43a – 46 of the Commission proposal) relating to “substance” evaluation will 
still be relevant under ‘one substance, one registration’. 

 
52. ‘One substance, one registration’ will lead to a decrease in the resources 

required by the authorities under substance evaluation as the registrants will 
already have done much of the work relating to the hazard assessment of a 
substance (i.e. collecting, analysing and selecting the appropriate information 
to describe the intrinsic properties of the substance). In addition, it is expected 
that for many substances, registrants will work together to submit joint use 
and exposure information (such as the chemical safety report), thereby 
facilitating the authorities’ task further. 

 
53. For both “dossier” and “substance” evaluation, the duty to fulfil requests for 

further information will be placed on the relevant registrants (i.e. those 
identified with the part of the dossier in question).  

 
 
Competition law and international obligations 
 
54. The information that is required under REACH will come from a large number 

of companies over time, and the system needs to gather that information in a 
rational way, without creating unintended market distortions. The UK’s legal 
advice is that proposals for mandatory data-sharing (as long as the 
information shared is not commercially-sensitive) are not in breach of Treaty 
articles governing competition where that is required by the regulatory regime 
and provided that certain conditions are met. Those conditions include: fair 
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and open access to consortia, enabling any supplier – EU and non-EU – to 
join; transparency about the terms and conditions of consortia membership, 
particularly with regard to cost-sharing, which should be proportionate to the 
contribution of individual consortia members; and having in place 
mechanisms for independent dispute resolution, e.g. an ombudsman. This is 
not a matter of specific undertakings getting together to form consortia to 
prevent other undertakings from competing in the market. The market, if left to 
its own devices, will not necessarily ensure equitable treatment of all players 
(particularly SMEs) where the mandatory sharing of ‘core’ data is  a 
prerequisite to achieve compliance with the information requirements of new 
regulations.  

 
55. It can be argued that obligatory sharing of certain non-commercially sensitive 

data may actually assist competition by creating a level playing field for all 
competitors and preventing dominance by large market players who may wish 
to play it alone under a voluntary system. 

 
56. In relation to the EU’s international trading obligations, the proposal to have 

one registration per substance does not create any discriminatory barriers to 
trade. Importers, whether in the capacity as subsidiaries of the overseas 
manufacturer or agents acting on their behalf, would be required to pre-
register and participate in the SIEF in the same way as EU producers. The 
basic information required for pre-registration would already be available to 
the importer, and they should also possess, and in any case have easy 
access to, ‘core’ information. Canada, in response to the notification of 
REACH to the World Trade Organisation, has commented that this approach: 

 
 “could bring greater simplicity and transparency to the process” 
and “may help avoid anti-competitive practices by not penalizing 
late entry to the European market”11.   

 
 
Cost-benefit analysis 
 
57. The UK Government favours a system of ‘one substance, one registration’ as 

it would ensure: 
 

• a reduced workload and a simpler system for industry to comply with 
and the authorities to manage;  

• a reduced need for testing – and therefore less animal testing; 
• reduced overall costs; 
• a reduced impact on smaller businesses – as they will be able to share 

the costs of complying with each other and larger companies; 

                                            
11 Canadian response to WTO notification of REACH. 
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• effective information exchange to downstream users and consumers 
through having one harmonised data package for each substance; and 

• anti-competitive practices that are possible under REACH are avoided 
through fair, open-access and transparent arrangements for data 
sharing. 

 
58. We only have to look at the pesticides approval regime to see the 

consequences of allowing multiple registrations. As an example, for one 
single existing substance, 35 suppliers submitted 11 dossiers12. As the 
Commission concluded whilst reviewing the regime:  

 
 “this proved wasteful of resources... Ideally, there would have been 
a single dossier. This would have saved resources both for the 
various notifiers and for the Rapporteur Member State. It would also 
have resulted in fewer laboratory animals being sacrificed in 
duplicated testing.” 

 
59. As an illustration of the potential benefits of ‘one substance, one registration’, 

the UK’s partial Regulatory Impact Assessment13 estimates that the total 
direct costs to EU industry of a system with complete data sharing would be 
€3.5 billion compared to €11.25 billion resulting from only 25% data sharing. 
This includes the additional costs of forming consortia.  

 
60. In addition, experience drawn from 20 cases in the United States indicates 

that savings from data-sharing and joint-working amounted to approximately 
€17.5 million (approximately €121,000 per chemical).   

 
61. REACH must avoid placing a disproportionate burden on SMEs, which play a 

key and innovative role in the chemical industry and all downstream sectors. 
The ‘one substance, one registration’ approach will provide them clear 
benefits, essentially reducing the administrative burden they would face if they 
had to register separately. This is recognised by the UK organisation 
representing UK chemical distributors and traders: 

 
“’one substance, one registration’ and mandatory consortia are vital 
to maintain [SME] presence in the market place, if they are 
presented with excessive costs to participate within consortia or 
even excluded from consortia then many will disappear”14. 
 

                                            
12 European Commission, DG SANCO, Evaluation of the Active Substances of Plant Protection 
Products (submitted in accordance with Article 8(2) of Council Directive 91/414/EEC on the 
placing of plant protection products on the market), SANCO 822/2001 rev. 3, 2001 
13 http://www.defra.gov.uk/corporate/consult/reach/index.htm 
14 The British Chemical Distributors and Traders Association (BCDTA) response to UK 
consultation on REACH, June 2004 
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62. In our view, the Commission proposal does not provide adequate 
mechanisms for animal testing not to be repeated. There are two main areas 
in relation to phase-in substances where we consider there is scope for 
duplicate animal testing: 

• where cost-sharing cannot be agreed on an existing test in the Forum, 
the potential registrant shall proceed as if the test did not exist. This 
means repeating the test to fulfil the registration requirements15.   

• the potential for duplicate testing may be greater where a relevant test 
does not exist in the Forum. In this case, the proposal states that 
members of the Forum who require the same test “shall take all 
reasonable steps to reach agreement as to who is to carry it out on 
behalf of the other participants”16. The proposal does not, however, 
explicitly prevent duplicate testing nor does it provide a mechanism for 
ensuring that this does not happen. 

 
63. This concern is shared by one of the UK’s leading animal welfare 

organisations: 
 
“In our view, the provisions for consortium formation and data 
sharing in the current proposal are inadequate and far from 
‘mandatory’ as claimed by the Commission”. They go on to say 
that “the RSPCA strongly supports the concept of ‘one substance, 
one registration’”17. 

 

                                            
15 Article 28 (3) 
16 Article 28 (2) 
17 The Royal Society for the Prevention of Cruelty to Animals (RSPCA) response to the UK 
consultation, June 2004 
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Annex I – Process Details 
 
 
1. The UK policy paper on ‘one substance, one registration’ gives the general 

outline of our revised proposal. This Annex gives a more detailed process 
description including flow charts. Where reference to the “REACH proposal” is 
made, this refers to the current Commission proposal adopted in October 
2003. 

 
 
Pre-registration 
 
Duty to pre-register phase-in substances 
 
2. As in Article 26 of the REACH proposal, all suppliers of phase-in substances 

must pre-register in order to benefit from the transitional registration regime 
outlined in Article 21 of the REACH proposal. Each potential registrant shall 
submit the following information to the Agency: 

a. the name of the substance and, where applicable, the group of 
substances including its EINECS and CAS number, if available; 

b. his name and address and name of the contact person; and 
c. the envisaged deadline for the registration/tonnage band. 

 
3. This information shall be submitted: 

a. within 6 months of the entry into force of the Regulation for 
substances manufactured and imported: 
! in quantities of 1000 tonnes or more per year; or  
! in quantities of 1 tonne or more per year and classified as 

carcinogenic, mutagenic or toxic to reproduction categories 1 
or 2 in accordance with Directive 67/548/EEC. 

b. within 3 years of the entry into force of the Regulation for 
substances manufactured and imported in quantities of 100 tonnes 
or more per year (where a manufacturer or importer has not yet 
pre-registered). 

c. within 6 years of the entry into force of the Regulation for 
substances manufactured and imported in quantities of 1 tonne or 
more per year (where a manufacturer or importer has not yet pre-
registered). 

 
Publication of Agency list 
 
4. Within one month of the deadlines in paragraphs 3.a and 3.b, the Agency 

shall publish on the Internet a list of substances which have been pre-
registered. 
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5. Any manufacturer or importer of a substance in quantities of 1 tonne or more 
per year which appears on the list published by the Agency shall submit to 
the Agency the basic information listed in paragraph 2 if: 

a. he holds information relevant to the “core” data set described in 
paragraph 19; and 

b. he has not yet pre-registered. 
 
6. Manufacturers or importers of a substance in quantities of less than 1 tonne 

or more per year which appears on the list published by the Agency may 
submit the basic information referred to in paragraph 2 with the aim of making 
existing information available to potential registrants. This is voluntary and 
based on Article 26 of the REACH proposal. 

 
7. Paragraphs 5 and 6 shall apply: 

a. within 12 months of the deadline in paragraph 3.a for substances 
pre-registered in that period; and 

b. within 18 months of deadline in paragraph 3.b for substances pre-
registered in that period. 

 
Substance Information Exchange Fora (SIEF) 
 
8. All manufacturers and importers who have submitted information to the 

Agency in accordance with paragraph 3 for the same phase-in substance 
shall be participants in a Substance Information Exchange Forum (SIEF) as 
envisaged in Article 27 of the REACH proposal.  

 
9. Manufacturers and importers who, after publication of an Agency list, have 

submitted information in accordance with paragraphs 5 and 6 will make “core” 
data available to a SIEF (subject to appropriate cost-sharing). 

 
10. We anticipate that manufacturers or importers will be able to participate in the 

Forum either through direct participation or through an independent third party 
(e.g. a consultant or trade association). 

 
Sharing of “core” data 
 
11. Members of the SIEF only need to share the costs of data they need to satisfy 

the registration requirements for their tonnage band as indicated in Article 11 
of the REACH proposal i.e. manufacturers and importers are only responsible 
for information required in relation to the tonnage supplied by them. Tonnages 
will not be aggregated for the purpose of registration and, therefore, 
confidential information on supply tonnages will not be shared by members of 
the Forum.  

 
12. We continue to think that industry is best placed to develop these guidelines 

as they will ultimately be responsible for applying the cost-sharing 
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arrangements. However, it will be essential that the guidance is based on 
basic principles which will ensure fair, transparent cost-sharing and protection 
of smaller businesses. These basic principles will be outlined in the 
legislation. Furthermore, it is important that the guidance is reviewed and 
accepted by Member States and the Commission. It does therefore seem 
appropriate to explore the possibility of using the Commission’s process for 
the REACH Implementation Projects (RIPs) to develop the guidance. 

 
 
Ombudsman 
 
13.  An independent “ombudsman” facility will be set up either within the Central 

Agency or externally to adjudicate solely on matters relating to cost sharing 
and to ensure open access to consortia. This will provide a mechanism for 
differences to be resolved in time to comply with registration although the 
system should be geared towards ensuring that differences are resolved by 
industry without input from the ombudsman. It is envisaged that this facility 
would be available on a contractual basis and would only be paid for on 
request.  

 
14. Where cost-sharing cannot be agreed between two or more parties in a SIEF, 

each party will submit their case to the ombudsman with justification for their 
proposed cost-sharing arrangement. The ombudsman will then adjudicate on 
which proposal is the fairest and will not attempt to find a compromise. In this 
way, we anticipate that, in most cases, parties will reach a common ground 
before reverting to the ombudsman in their attempt to derive a “fair” proposal 
for cost-sharing.  

 
 
Registration 
 
15. The registration package will contain the information required by Article 9 of 

the REACH proposal. 
 
Submission of information 
 
16. Where a phase-in substance is intended to be manufactured or imported by 

two or more companies, a part of the registration package (i.e. the “core” 
data) will be submitted jointly by the manufacturers and importers in the SIEF. 

 
17. Participants within the SIEF will decide how to assemble “core” data. 

Companies may act jointly within a consortium or may appoint one or more 
members of the SIEF to assemble the package on behalf of the other 
members. 
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18. When sharing data, there will be cases where multiple data points (e.g. test 
results) exist for the same end-point (e.g. boiling point). Here members of the 
Forum shall agree which data point most accurately reflects the intrinsic 
properties of the substance. This will be identified as the “key study”. We 
recognise that, in some cases, this may result in a dispute between members 
of the Forum over which data point (or test result) should be assigned as the 
“key study” for a particular end-point. In these cases, in order for members of 
the Forum to be able to proceed with registration, the disputed data points will 
be highlighted as “key studies” with an explanation as to the nature of the 
disagreement.  

 
19. In line with the arrangements already set-out in the REACH proposal, the 

manufacturers and importers shall submit jointly the information set out in the 
draft REACH text as Article 9 (a) (iv) (vi) (vii) and (ix – where necessary) i.e.: 

a. summaries or robust study summaries of the physicochemical, 
toxicological and ecotoxicological testing results (as required by 
Annexes V – IX of the Regulation);  

b. the hazard classification and labelling of the substance; and  
c. proposals for testing where required.  
 

20. In submitting the information above, the registration will be clear as to which 
registrants are responsible for which items of “core” data.  

 
21. In submitting information in compliance with Article 9 (ix) – proposals for 

testing – the manufacturers and importers shall identify: 
a. which members of the SIEF need to test to fulfil their registration 

requirements; and  
b. where possible, which member of the SIEF would carry out the test 

on behalf of the others should the Authorities decide that this is 
appropriate under dossier evaluation.   

 
22. The members of the SIEF may decide whether to submit the information 

specified in Article 9 (a) (v) and (b) separately or jointly i.e.: 
a. guidance on safe use of the substance; and 
b. a chemical safety report 

 
23. The members of the SIEF will submit separately to the Agency the information 

specified in Article 9 (a) (i), (ii), (iii) and (viii) i.e.: 
a. identity of the manufacturer or importer; 
b. identity of the substance including impurities; 
c. information on manufacture and use(s) including identified use(s); 

and 
d. a statement as to whether information has been generated using 

vertebrate animals   
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24. The technical dossier referred to in Article 9 will include the information 
specified in Article 11 of the REACH proposal i.e. manufacturers and 
importers are only responsible for information required in relation to the 
tonnage supplied by them. Tonnages will not be aggregated for the purpose 
of registration.  

 
Registration deadlines for phase-in substances 
 
25. The deadlines referred to in Article 21 of the REACH proposal shall apply for 

the purpose of registration. The requirement to register shall not apply to the 
substances listed: 

a. in paragraph 3.a for a period of 3 years after the entry into force of 
the Regulation;  

b. in paragraph 3.b for a period of 6 years after the entry into force of 
the Regulation; and 

c. in paragraph 3.c for a period of 11 years after the entry into force of 
the Regulation. 

 
26. However, a lower-volume manufacturer or importer of a substance may join 

with one or more higher-volume manufacturer(s) or importer(s) of a substance 
to register earlier than the prescribed deadline.  

 
Late registrants 
 
27. Late registrants (i.e. potential registrants who wish to enter the market after a 

substance has already been registered) cannot be refused the right to supply 
a substance.  

 
28. For a phase-in substance, the potential registrant will apply to the Agency 

who will inform them of the cost of the “core” package (as devised in cost 
sharing guidance). This means that, where an initial consortium was formed, 
this does not have to exist beyond the lifetime of the initial registration. On 
payment of a proportion of that cost, the potential registrant will be given 
access to the “core” data. The cost however may be offset if they bring 
necessary additional information to the Forum. The late registrant will still be 
required to submit additional information (e.g. the chemical safety report) 
separately.  

 
29. Where new “core” data are submitted by a late registrant, the Agency would 

communicate this information to existing registrants. Existing registrants 
would then take this information into account and, if necessary, update their 
chemical safety report and safety data sheet.  
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Annex II – Issues dealt with in the revised proposal 
 
 
The UK presented a non-paper to the Council working group in January, outlining 
how ‘one substance, one registration’ could work. Member States, the 
Commission and stakeholders raised issues that should be dealt with in our 
revised proposal. The majority of these were summarised by the Irish presidency 
in the paper presented to Competitiveness Council of 17 May. Other issues were 
also raised in the Council Working Group. In this Annex, we have provided an 
explanation as to how the issues have been addressed. 
 
 
Impact on smaller businesses (SMEs) 
 
1. The status of SMEs within a consortium and in particular whether they 

would be at a disadvantage. 
2. The impact on SMEs, including the obligation to register earlier. 
 
The impact on SMEs has been reduced by: 

• reduced requirements for pre-registration and, in the case of 1 – 100 
tonne suppliers a longer pre-registration deadline; 

• flexibility for SMEs to register either with the higher-tonnage suppliers or 
within the allotted deadline for their supply tonnage; 

• favourable cost-sharing arrangements for lower-tonnage suppliers; and 
• guaranteed access to all existing data.  

 
3. The duties and obligations within a consortium and whether an "opt-

out" should exist. 
 
We no longer propose mandatory consortia. The objective is to have all non-
confidential “core” data held by suppliers of the same substance available at the 
same time. However a degree of flexibility has been introduced. Information 
related to a use can be submitted directly to the Agency where this is deemed to 
be commercially confidential. In addition, low tonnage suppliers (expected to be 
mainly SMEs) have the choice of either registering with the higher-tonnage 
suppliers of the same substance or avail themselves of the longer timescales for 
registration envisaged in the Commission’s proposal. 
 
 
Dealing with commercially sensitive information 
 
4. Confidentiality of data. 
 
We believe that the main concerns over sharing of commercially confidential 
information would stem from suppliers whose uses are unknown to the majority 
of their competitors within the EU.  
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It is for this reason that we have focused on mandatory joint submission of “core” 
information for the same substance. The “core” information will consist primarily 
of non-confidential hazard data (i.e. the intrinsic properties of a substance such 
as toxicity). This allows all available data to be shared and prevents unnecessary 
testing. Information relating to specific uses may be submitted directly to the 
Agency where sharing of this information would lead to concerns over 
commercial confidentiality.   
 
It is extremely important that adequate systems are in place for the Agency to 
protect confidential information. However, we do not believe that these would be 
any different to those needed for the smooth operation of the Commission 
proposal.   
 
5. The time needed to form consortia and how to join a consortium at a 

later stage. 
 
‘One substance, one registration’ will require mandatory joint submission of 
“core” information for the same substance but, this does not mean mandatory 
consortia. Suppliers (i.e. manufacturers or importers) will decide how to work 
together in preparing a joint submission. We believe that the two preferred 
options will be either one or more companies taking the lead on behalf of other 
suppliers or companies getting together through a consortium.  
 
We have proposed an indicative timeline designed to be compatible with the 
Commission’s proposal. We believe that the timescales suggested are workable 
as (i) we are requiring less information at the pre-registration stage that the 
Commission proposal and (ii) the short deadline for substances supplied in 
quantities of 1000 tonnes reflects the existing level of knowledge on these 
substances. However, we are open to further consideration of the timescales 
indicated. 
 
Provisions for late registrants have been included as they cannot be refused the 
right to register a substance. However, this does not mean that, where an initial 
consortium was formed, this has to exist beyond the lifetime of the initial 
registration. For a phase-in substance, the potential registrant will apply to the 
Agency who will inform them of the cost of the “core” package (as devised in cost 
sharing guidance). On payment of a proportion of that cost, they will be added to 
the list of registrants. The cost however may be offset if they bring necessary 
additional information to the Forum. The late registrant will still be required to 
submit additional information separately. 
 
 
Cost-sharing and the role of the ombudsman 
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6. The additional costs involved, in particular with regard to the many 
responsibilities of the ombudsman and the guidance that would have to 
be developed by industry. 

7. The role of the Agency and a possible ombudsman attached to the 
Agency. 

 
An independent “ombudsman” facility will be set up either within the Central 
Agency or externally on a contractual basis to adjudicate solely on matters 
relating to cost sharing and to ensure open access to consortia. The ombudsman 
will not provide advice or a decision on technical matters relating to registration.  
 
To make it cost effective, we propose to simplify the task of the ombudsman. 
Where cost-sharing cannot be agreed between two or more parties, each party 
will submit their case to the ombudsman with justification for their proposed cost-
sharing arrangement. The ombudsman will then adjudicate on which proposal is 
the fairest and will not attempt to find a compromise. In this way, we anticipate 
that, in most cases, parties will reach a common ground before reverting to the 
ombudsman in their attempt to derive a “fair” proposal for cost-sharing.  
 
Experience with a similar facility attached to the US EPAs TSCA programme for 
chemical management has indicated that their ombudsman has never been 
used.   
 
A discussion on cost-sharing guidance is provided below. 
 
 
8. Difficulties with ensuring appropriate cost sharing. 
 
We continue to think that industry is best placed to develop these guidelines as 
they will ultimately be responsible for applying the cost-sharing arrangements. 
However, it will be essential that the guidance is based on basic principles which 
will ensure fair, transparent cost-sharing and protection of smaller businesses. 
These basic principles will be outlined in the legislation. Furthermore, it is 
important that the guidance is reviewed and accepted by Member States and the 
Commission. It does therefore seem appropriate to explore the possibility of 
using the Commission’s process for the REACH Implementation Projects (RIPs) 
to develop the guidance. 
 
The ombudsman will ensure a mechanism for resolution of disputes over 
operation of consortia and cost-sharing. 
 
9. How the concept would be linked to "no data - no marketing". 
 
As discussed previously, an independent “ombudsman” facility will be set up 
either within the Central Agency or externally on a contractual basis to adjudicate 
solely on matters relating to cost sharing and to ensure open access to consortia. 
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This will provide a mechanism for differences to be resolved in time to comply 
with registration although the system should be geared towards ensuring that 
differences are resolved by industry without input from the ombudsman. 
 
When sharing data, there will be cases where multiple data points (e.g. test 
results) exist for the same end-point (e.g. boiling point). Here members of the 
Forum shall agree which data point most accurately reflects the intrinsic 
properties of the substance. This will be identified as the “key study”. We 
recognise that, in some cases, this will result in an unresolved dispute between 
members of the Forum over which data point (or test result) should be assigned 
as the key study for a particular end-point. In these cases, in order for members 
of the Forum to be able to proceed with registration, all the data points in 
question will be highlighted as key studies with an explanation as to the nature of 
the disagreement.  
 
We consider that this mechanism for allowing registration to proceed in cases 
where technical disputes arise, together with the existence of the ombudsman to 
resolve cost-sharing issues, will ensure that ‘one substance, one registration’ 
does not prejudice the concept of “no data, no market”. 
 
 
Competition law and WTO aspects 
 
10. Legal repercussions in relation to the competition law of the obligation 

to form consortia. 
 
We no longer propose mandatory consortia. However, legal advice obtained by 
the UK states that the overarching proposals for mandatory data-sharing (as long 
as the information shared is not commercially-sensitive) and consortia-formation 
are not in breach of Treaty articles governing competition. This is not a matter of 
specific undertakings getting together to form consortia to prevent other 
undertakings from competing in the market.  
 
It can be argued that obligatory consortia formation and sharing of certain non-
commercially sensitive data, may actually assist competition by preparing a more 
level playing field for all competitors and preventing dominance by large market 
players who may wish to play it alone under a voluntary system. 
 
11. Compliance with World Trade Organisation rules and other international 

obligations. 
 
In relation to the EU’s international trading obligations, the proposal to have one 
registration per substance does not create any discriminatory barriers to trade. 
Importers, whether in the capacity as subsidiaries of the overseas manufacturer 
or agents acting on their behalf, would be required to pre-register and participate 
in the SIEF in the same way as EU producers. The basic information required for 
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pre-registration would already be available to the importer, and they may also 
possess, and in any case should have easy access to, ‘core’ information. 
Canada, in response to the notification of REACH to the World Trade 
Organisation, has commented that this approach “could bring greater simplicity 
and transparency to the process” and “may help avoid anti-competitive practices 
by not penalizing late entry to the European market”.   
 
 
Other issues 
 
12. Implications for the rest of the proposed Regulation if the OSOR were to 

be chosen. 
 
The proposal has been developed to reflect, as closely as possible, the 
Commission proposal. Many parts of the Commission proposal (for instance the 
formation and operation of the SIEF and the registration requirements) remain. 
We consider that any necessary amendments to the text will occur primarily in 
Titles II and III.   
 
13. The need for a cost-benefit analysis of the OSOR proposal. 
 
The UK Government favours a system of ‘one substance, one registration’ as it 
would ensure: 
 

• a reduced workload and a simpler system for industry to comply with 
and the authorities to manage;  

• a reduced need for testing – and therefore less animal testing; 
• a reduced impact on smaller businesses; 
• effective information exchange to downstream users and consumers 

through having one harmonised data package for each substance; and 
• anti-competitive practices that are possible under REACH are avoided 

through fair, open-access and transparent arrangements for data 
sharing. 

 
We only have to look at the pesticides approval regime to see the consequences 
of allowing multiple registrations. As an example, for one single existing 
substance, 35 suppliers submitted 11 dossiers. 18 As the Commission concluded 
whilst reviewing the regime:  
 

 “this proved wasteful of resources... Ideally, there would have been 
a single dossier. This would have saved resources both for the 
various notifiers and for the Rapporteur Member State. It would also 

                                            
18 European Commission, DG SANCO, Evaluation of the Active Substances of Plant Protection 
Products (submitted in accordance with Article 8(2) of Council Directive 91/414/EEC on the 
placing of plant protection products on the market), SANCO 822/2001 rev. 3, 2001 
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have resulted in fewer laboratory animals being sacrificed in 
duplicated testing.” 

 
This is not only about savings for the authorities:  
 

• experience drawn from 20 cases in the United States indicates that 
savings from data-sharing and joint-working amounted to approximately 
€17.5 million (approximately €121,000 per chemical).  

• the UK’s Regulatory Impact Assessment estimates that the total direct 
costs to EU industry of a system with complete data sharing would be €3.5 
billion compared to €11.25 billion resulting from only 25% data sharing. 

 
14. Identification of substances 
 
The Substance Information Exchange Forum (SIEF) – as set out in Article 27 of 
the Commission proposal – will act as the focal point to enable non-confidential 
data to be exchanged between potential registrants for the purpose of 
registration. The Agency will create a Forum for each substance which has been 
pre-registered.  
 
Concerns have been raised about the difficulties associated with identifying 
manufacturers or importers of the “same” substance in order to create a Forum. 
We agree that this potential problem must be addressed for either the 
Commission proposal or ‘one substance, one registration’ to work effectively. We 
understand that work has been started by the Commission on developing IT 
systems to facilitate this process. The creation of the Forum will therefore be 
operated as intended by the Commission in the current proposal.  
 
A working definition of what constitutes the same substance for the purpose of 
registration would facilitate this process. As a stating point, this working definition 
should be based on the EINECS reporting rules i.e. all substances consisting of 
at least 80% of the same component will be treated as the same substance for 
the purpose of registration. For mixtures (i.e. substances consisting of different 
components the highest of which accounts for less than 80%), existing rules from 
the implementation of the current system should be developed further to derive a 
working definition. All companies who supply a substance which falls within this 
working definition would become members of the Forum.  
 
15. Grouping of chemicals into categories 
 
Where one or more potential registrants feel that several related substances 
could be registered as a category, this will be indicated at the pre-registration 
phase.  
  
The Agency will publish lists of substances which have been pre-registered in 
order to ensure that available information pertaining to that substance or category 
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(but held by a lower-tonnage manufacturer or importer) is made available. This 
will ensure no duplication of testing. 
 
In the case of a proposed category, this will alert other manufacturers or 
importers of substances that fall within the category that a potential registrant is 
intending to register that category. In addition, manufacturers or importers of 
related substances which fall outside the category would have the option to make 
themselves known to the other potential registrant(s) with the aim of increasing 
the scope of the category to cover their substance.   
 
16. Language issues 
 
We are aware of the potential problem of language in the operation of REACH 
both as proposed by the Commission and if a system of ‘one substance, one 
registration’ is adopted. We believe that several aspects of this proposal will 
facilitate the exchange of information between suppliers: 

• the focus on joint submission of “core” data (predominantly non-
confidential hazard data) rather than requiring the joint submission of use-
related information such as a potentially complex chemical safety report; 

• the ability to chose how the SIEF prepares the joint package (i.e. through 
a consortium or through a leading company) depending on the specific 
situation encountered; and    

• the ability to participate in the SIEF through a third party.   
 
17. Whether the obligation should apply to all substances – both "existing" 

and "new" substances. 
 
REACH should aim to achieve ‘one substance, one registration’. As the scope for 
duplication of effort is the greatest for phase-in substances (as defined in Article 
3 of the Commission proposal), we envisage that registration of these through a 
system of ‘one substance, one registration’ will lead to the greatest benefit. 
Equally, we consider that our proposal can be applied to non phase-in 
substances (broadly speaking substances which come on the market for the first 
time once REACH has come into force). 
 
18. Enforceability and the problems related to "free riders", downstream 

users and possible exclusion from the market. 
 
All information submitted for a substance will be held by the Agency under that 
registration number. It should be clear to regulators where information has been 
submitted jointly and where information has been submitted separately. This will 
be essential to ensure enforceability.   
 
There will be no “free-riders” under this proposal as all registrants will have to pay 
for access to available data that is needed by them to register. 
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